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This mspecuon also determined that your firm is not in compuance with appuca ble
regulauons concemmg medical devices, which renders your medical devices adulterated
within the meanmg of section 501(n ) of the Act, in that the methods used in, or the
facilities or controis used for manufacturing, packing, storage or installation are not in
conformance with the Quality System/Good Manufacturing Practice (QS/GMP)

regulauons (Z, ICEFK, P Part 820 ) for medicali devices. The mspectlon disciosed the
touowmg SIgmncant violations:

Failure to establish and impiement a Quality System. For example, there is no
documented evidence that you have conducted management reviews and
quality audifs.

[
.

N

Quality system procedures are not yet approved, nor complete for all
operations For exampie you do not have written procedures for
reca iied the
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3. There are no design control procedures in place. For example, as a result of
the recent recall, the umbilical cord clamp was re-designed by your supplier,
yet you have no documentation that appropriate design controls were applied
to the product, including risk analysis, acceptance criteria, design verification
and design validation.

4. There is no assurance that the sterilization processes utilizing ethylene oxide
and hydrogen peroxide are effective for the product and packaging. For
example, you have not conducted any validation studies to determine if the
sterilization cycles used are effective in achieving a sterility assurance level of
10°. You merely rely on a color indicator that shows exposure of the
packaging to the sterilizing agent. However, you have not evaluated whether
the sterilization process, in fact, sterilizes your product.

5. Failure to establish and monitor environmental conditions. For example, the
inspection revealed that your employees used the manufacturing area as a
lunchroom. In addition, you have not established or monitored product
bioburden levels.

6. There is no documented training program to assure employees have the
knowledge and training to adequately perform their assigned duties.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is
your responsibility to ensure adherence to each requirement of the Act and regulations.
The specific violations noted in this letter and in the Form FDA483 issued to you at the
conclusion of the inspection, are symptomatic of serious underlying problems within your
establishment’s quality system. You are responsible for investigating and determining the
causes of the violations identified by the FDA. You also must initiate permanent
corrective and preventive action on your Quality System.

Federal agencies are advised of the issuance of all Warning letters about devices so that
they may take this information into account when considering the award of contracts.
Additionally, no premarket submissions for Class III devices to which the Quality
System/GMP deficiencies are reasonably related will be cleared or approved until the
violations have been corrected. Also, no requests for Certificates to Foreign
Governments will be approved until the violations related to the subject devices have
been corrected.

You should take prompt action to correct these deviations. Failure to promptly correct
these deviations may result in regulatory action being initiated by the FDA without
further notice. These actions include, but are not limited to, seizure, injunction and/or
civil penalties.
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the specific steps you have taken to correct the noted violations, 1n01uc11ng an explanation
of each step being taken to 1aenury and make corrections to any underlying system
probiems necessary to assure that similar violations will not recur.

Your I response should be directed to the New Jersey Office, FDA, 10 Waterview Bivd.,
/\d"‘\‘ NnFINLs A A a2 ar A W ! e 7\ e
3" Floor, Parsippany, New Jersey 07054, Attn: Mercedes Mota, Compliance Officer.

Sincerely,
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Dougias I. Elisworth -
District Director

New Jersey District



